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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address •• 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communicationfs) filed on 19 October 2005 . 
2a)\3 This action is FINAL. 2b)K This action is non-final. 

3) 0 Since this application is in con(jitlon for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 77. 18.20,22,24-26 arid 29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) IEI Claim(s) 17 and 18 is/are allowil!^ 

6) KI Claim(s) 20,22.24-26 and 29 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 18 May 2001 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
aM All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) H Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Infomia! Patent Application (PTO-152) 

Paper No(s)/Mail Date .^Jan 2007- 6) □ Other: . 
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DETAILED ACTION 

This Office Action is in response to the amendment filed on 17 October 2005. 
Claims 16, 19, 21, 23, 27, 28, and 30 have been canceled. Claims 17, 18, 20, 22, 24- 
26, and 29 are in condition for allowance pending the amendments that were agreed 
upon between the Examiner and Attorney during telephone interviews on the 22"^ and 
23^^ of September 2005. See prior interview summaries. 

However, Applicant did not fully comply with the agreement reached in the 
telephone interview for two reasons: 

(1) the phrase "described by" is not replaced by "of in claims 20, 22, and 29(b); 

(2) the letter stating fulfillment of the requirements of Budapest Treaty has not 
been submitted. 

Therefore, the following rejections are being made. 

Information Disclosure Statement 

The information disclosure statement (IDS) filed on 29 January 2002 is in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification siiall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 20, 22, and 29 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 20, 22, and 29 contain the phrase "described by" which renders the 
claims indefinite because it is unclear whether the limitations following the phrase are 
part of the claimed invention, i.e. it is unclear whether the claimed invention is the full 
length SEQ ID NO: 21 , a fragment of SEQ ID N0:21 , or is a genus of humanized 
antibodies with SEQ ID N0:21 as an exemplary species. See MPEP § 2173.05(d). 
Amending the claims to replace "described by" with "of would obviate this rejection by 
indicating that the claimed invention is restricted to the full length of SEQ ID N0:21 . 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 24-26 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

The invention appears to employ novel biological materials, specifically 
expression vectors pCMV-HKR127HC and pCMVHKR127(lll)HC. Since the biological 
materials are essential to the claimed invention they must be obtainable by a 
reproducible method set forth in the specification or otherwise readily available to the 
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public. If the biological materials are not so obtainable or available, the requirements of 
35 U.S.C. § 1 12 may be satisfied by a deposit of the biological materials. The 
specification does not disclose a repeatable process to obtain the biological materials 
and it is not apparent if the biological materials are readily available to the public. It is 
noted that Applicant has deposited the biological materials (p. 14 of the specification), 
but there is no indication in the specification as to public availability. If the deposit is 
made under the Budapest Treaty, then an affidavit or declaration by Applicant, or a 
statement by an attorney of record over his or her signature and registration number, 
stating that the specific biological materials have been deposited under the Budapest 
Treaty and that the biological materials will be irrevocably and without restriction or 
condition released to the public upon the issuance of a patent, would satisfy the deposit 
requirement made herein. If the deposit has not been made under the Budapest Treaty, 
then in order to certify that the deposit meets the criteria set forth in 37 G.F.R. §§ 1 .801- 
1.809, Applicant may provide assurance of compliance by an affidavit or declaration, or 
by a statement by an attorney of record over his or her signature and registration 
number, showing that: 

(a) during the pendency of this application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 
5 years after the last request or for the effective life, of the patent, whichever is longer; 
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(d) a test of the viability of the biological material at the time of deposit will be 
made (see 37 C.F.R. § 1.807); and 

(e) the deposit will be replaced if it should ever become nonviable. 
Applicant's attention is directed to M.P.E.P. §2400 in general, and specifically to 

§241 1 .05, as well as to 37 C.F.R. § 1 .809(d), wherein it is set forth that "the 
specification shall contain the accession number for the deposit, the date of the deposit, 
the name and address of the depository, and a description of the deposited material 
sufficient to specifically identify it and to permit examination." The specification should 
be amended to include this information, however. Applicant is cautioned to avoid the 
entry of new matter into the specification by adding any other information. Finally, 
Applicant is advised that the address for the ATCC has recently changed, and that the 
new address should appear in the specification. The new address is: 

American Type Culture Collection 

10801 University Boulevard 

Manassas, VA 201 1 0-2209 

Allowable Subject Matter 

Claims 17 and 18 are allowable. Claims 20, 22, and 29 would be allowable if 
rewritten or amended to overcome the rejection(s) under 35 U.S.C. §1 12, 2nd 
paragraph, set forth in this Office action. Claims 24-26 would be allowable if the 
requirements under 35 U.S.C. §112, first paragraph, are satisfied. 



Application/Control Number: 09/856, 114 Page 6 

Art Unit: 1648 

As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.111(b) and MPEP § 707.07(a). 

The closest prior art is WO 93/16192 (1993) as listed in the IDS filed on 29 
January 2002. This reference does not teach the instant invention because the working 
example provided in the WO 93/16192 specification is a humanized antibody specific for 
hepatitis B surface antigen instead of Pre SI antigen. The antibody sequences 
disclosed in this reference do not match any of the instantly claimed SEQ ID N0:21 and 
its variants with designated single amino acid substitutions. Therefore, claims 17, 18, 
20, 22, 24-26 and 29 are apparently free of prior art of record which does not teach or 
suggest SEQ ID NO: 21 and its claimed variants. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louise Wang whose telephone number is 571-272- 
5543. The examiner can normally be reached on Mon-Fri, 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 571-272-0902. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Louise Wang, Ph.D. . 



Patent Examiner AU1 648 
19 October 2005 
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